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DETAILED ACTION 

1. Claims 1-8 are pending and being acted being acted upon. 

2. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, 
manufacture, or composition of matter, or any new and useful improvement 
thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

3. Claims 1-8 are rejected under 35 U.S.C. 101 because the 
claimed recitation of a use, without setting forth any steps 
involved in the process, results in an improper definition of a 
process, i.e., results in a claim which is not a proper process 
claim under 35 U.S.C. 101. See for example Ex parte Dunki, 153 
USPQ 678 (Bd.App. 1967) and Clinical Products, Ltd. v. Brenner, 
255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). In particular, 
the claims recite neither a process, machine, manufacture, nor a 
composition as is required. 

4. The following is a quotation of the second paragraph of 35 
U.S.C. 112: 

The specification shall conclude with one or more claims particularly 
pointing out and distinctly claiming the subject matter which the applicant 
regards as his invention. 

5. Claims 1-8 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point 
out and distinctly claim the subject matter which applicant 
regards as the invention. Specifically: 

A) Claims 1-8 provide for the use of inhibitors or agonists 
of long pentraxin PTX3, but, since the claims do not set forth 
any steps involved in the method/process, it is unclear what 
method/process applicant is intending to encompass. A claim is 
indefinite where it merely recites a use without any active, 
positive steps delimiting how this use is actually practiced. 

B) Regarding Claim 8, the phrases "for example" and 
"characterised by" render the claim indefinite because it is 
unclear whether the limitations following the phrase are part of 
the claimed invention. See MPEP § 2173.05(d). 
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C) Claim 7 recites the limitation "autoimmune disease" for 
which there is insufficient antecedent basis in Claim 1 from 
which it depends. 

6. For examination purposes the claims are considered to 
recite a method of treating or preventing a disease comprising 
administering inhibitors or antagonists of long pentraxin PTX3 . 

7. The following is a quotation of the first paragraph of 35 
U.S.C. 112: 

The specification shall contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 

8. Claims 1-8 are rejected under 35 U.S.C. 112, first 
paragraph, as containing subject matter which was not described 
in the specification in such a way as to enable one skilled in 
the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention. Specifically, it 
is unlikely that the claimed method could be used to treat or 
prevent such diverse diseases ranging from diabetes to malignant 
bone tumors. 

The specification disclosure is insufficient to enable one 
skilled in the art to practice the invention as claimed without 
an undue amount of experimentation. Undue experimentation must 
be considered in light of factors including: the breadth of the 
claims, the nature of the invention, the state of the prior art, 
the level of one of ordinary skill in the art, the level of 
predictability of the art, the amount of direction provided by 
the inventor, the existence of working examples, and the 
quantity of experimentation needed to make or use the invention, 
see In re Wands, 858 F.2d at 737, 8 USPQ2d at 1404 (Fed. Cir. 
1988) . 

In re Fisher, 427 F.2d 833, 839, 166 USPQ 18, 24 (CCPA 
1970) states, "The amount of guidance or direction needed to 
enable the invention is inversely related to the amount of 
knowledge in the state of the art as well as the predictability 
in the art." "The "amount of guidance or direction" refers to 
that information in the application, as originally filed, that 
teaches exactly how to make or use the invention. The more that 
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is known in the prior art about the nature of the invention, how 
to make, and how to use the invention, and the more predictable 
the art is, the less information needs to be explicitly stated 
in the specification. In contrast, if little is known in the 
prior art about the nature of the invention and the art is 
unpredictable, the specification would need more detail as to 
how to make and use the invention in order to be enabling" (MPEP 
2164.03). The MPEP further states that physiological activity 
can be considered inherently unpredictable. With these 
teachings in mind, an enabling disclosure, commensurate in scope 
with the breadth of the claimed invention, is required. 



First note that the prevention of a disease comprises a 
significantly higher enablement issue, requiring a significantly 
higher showing of enablement, than does the treatment of a 
disease. A review of the specification shows no prevention of 
any disease, indeed the specification provides no showing of 
even the treatment of any disease, by the administering of 
inhibitors or antagonists of long pentraxin PTX3 . Given that 
the pathologies of diseases such as diabetes, hepatitis, 
osteoporosis and malignant bone diseases share no relationships 
whatsoever, a claim to a single effective prevention and 
treatment for all such diseases can be referred to as the 
discovery of the medical "silver bullet", which flies in the 
face of scientific reality. 



A review of art reveals that in more recent work at least 
one of the Inventors has taken the view that PTX3 provides 
protection against autoimmunity, see Baruah et al . (2006). The 
authors teach that PTX3 limits the upregulation of costimulatory 
molecules, provides immediate protection against acute 
inflammation, and "restricts noxious autoimmune responses". 
Accordingly, it would be expected that the administration of 
PTX3 antagonists would exacerbate, rather than treat, 
inflammatory and autoimmune diseases. 



For these reasons the method of the instant claims would 
require undue experimentation to be used to effectively treat or 
prevent the diseases recited in the claims. 

9. Claims 1 and 4-8 are rejected under 35 U.S.C. 112, first 
paragraph, as containing subject matter which was not described 
in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor, at the time 
the application was filed, had possession of the claimed 
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invention . 

Under Vas-Cath, Inc. v. Mahurkar , 19 USPQ2d 1111, 1117 
(Fed. Cir. 1991), to satisfy the written description 
requirement, an applicant must convey with reasonable clarity to 
those skilled in the art that, as of the filing date sought, he 
or she was in possession of the invention, and that the 
invention, in that context, is whatever is now claimed. 

There is insufficient written description to show that Applicant 
was in possession of the "inhibitors or agonists of PTX3", other 
than antibodies, and in particular "peptidomimetic derivatives" 
of PTX3. 

A review of the specification reveals that essentially none 
of the inhibitors or antagonists of the claims are disclosed. 
While antibodies capable of blocking biological function are 
known and described in the art, the other inhibitors and 
antagonists that might be encompassed by the claims are not. 
And defining a product as itself, e.g., "What is meant by 
"monomeric pentraxin" is any monomeric pentraxin" (page 4 of the 
specification) provides an insufficient written description of a 
product. Regarding a "peptidomimetic derivative", the 
specification defines said derivative as an "analogue 
capable of simulating linear or conformational domains of PTX3 
and conserving the functional capability of selectively 
inhibiting PTX3 activity", a definition that leaves even the 
functional characteristics of the derivative in question. 
Clearly though, the term encompasses an unknown number of 
compositions. Absent a clear description of the common 
structural and functional features common to the derivatives and 
analogues of the claims, a representative number of said 
derivatives and analogues must be disclosed. Given that the 
specification discloses no derivatives nor analogues, and given 
the essentially unlimited number of compositions encompassed by 
the terms, one of skill in the art would conclude that the 
specification fails to disclose a representative number of 
species to describe the claimed genuses of inhibitors and 
antagonists. See Eli Lilly, 119 F.3d 1559, 43 USPQ2d 1398. 

10. No claim is allowed. 

11. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Dr. 
Gerald Ewoldt whose telephone number is (571) 272-0843. The 



Application/Control Number: 10/584,292 
Art Unit: 1644 



Page 6 



examiner can normally be reached Monday through Thursday from 
7:30 am to 5:30 pm. A message may be left on the examiner's 
voice mail service. If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Eileen 
O'Hara, Ph.D. can be reached on (571) 272-0878. 

12. Please Note: Information regarding the status of an 
application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR 
or Public PAIR. Status information for unpublished applications 
is available through Private PAIR only. For more information 
about the PAIR system, see <http://pair-direct.uspto.gov>. 
Should you have guestions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at 866-217-9197. 



/G.R. Ewoldt/ 
G.R. Ewoldt, Ph.D. 
Primary Examiner 
Technology Center 1600 



